| applaud OHRP'’s work on this important and difficult issue. The attention
to institutional conflicts of interest, IRB review and the consent process
are important steps in developing agreement on best practices.

| strongly urge OPHR also to focus on the issue of university-based
investigators in clinical trials holding stock, options, or a management
position in the company manufacturing the product being tested (1). Such
financial arrangements may be of greater concern than a recruitment bonus
or finders' fee, which are discussed in 2.1. There is growing agreement
that investigators with such arrangements at least should not be involved
with patient selection, informed consent or clinical management of subjects
(2, 3). Moreover, there is significant support for a total ban on stock

and options for investigators in clinical trials. UCSF has such a ban, and
the faculty agree that there is a significant difference between being paid

a set amount for one's time and effort and having one's remuneration depend
heavily (particularly in the case of start-up companies) on the outcome of
the clinical trial. Several large cardiology trials have prohibited
investigators from owning stock or options in the company whose product is
being tested (4, 5). The American Federation for Clinical Research also
supports such a ban (6)
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